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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 1 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

Responsive to communication(s) filed on 08 February 2002 . 
2a)Q This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) 13 Claim(s) 1-31 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) D Claim(s) is/are rejected. 

7) D Claim(s) is/are objected to. 

8) IE Claim(s) 1-31 are subject to restriction and/or election requirement. 
Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

11) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
Priority under 35 U.S.C. §§119 and 120 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)), 
* See the attached detailed Office action for a list of the certified copies not received. 

13) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(e) (to a provisional application) 

since a specific reference was included in the first sentence of the specification or in an Application Data Sheet. 
37 CFR 1.78. 

a) □ The translation of the foreign language provisional application has been received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 since a specific 

reference was included in the first sentence of the specification or in an Application Data Sheet. 37 CFR 1 .78. 



Attachment(s) 

1) □ Notice of References Cited (PTO-892) 

2) O Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) □ Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 



4) □ Interview Summary (PTO-413) Paper No(s). 

5) □ Notice of Informal Patent Application (PTO-152) 

6) □ Other: 
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DETAILED ACTION 
Status of the Claims 

CLAIMS I -3 I ARE PENDING IN THE PRESENT APPLICATION AND ARE SUBJECT TO 
RESTRICTION AND ELECTION OF SPECIES REQUIREMENTS. 

Election/Restrictions 
Restriction to one of the following inventions is required under 35 U.S.C. 

12 1: 

I. Claims 1-16, drawn to a process for preparation of an immunogenic peptide 
mixture, classified in class 530, subclass 333 + . 

II. Claims 17-19, drawn to a peptide mixture immunogenic to a pathogen, classified 
IN CLASS 5 I 4, subclass 2. 

III. Claim 20, drawn to a lipid-conjugated peptide composition, classified in class 
424, subclass 283. I . 

IV. Claim 2 I , drawn to a carrier protein-conjugated peptide composition, classified 
in class 424, subclass I 92. I . 

V. Claims 2 2-25, drawn to a method vaccination against a pathogen, classified in 

CLASS 424, SUBCLASS I 85. I . 

VI. Claim 26, drawn to a method of diagnosing infection of a subject by a pathogen, 

CLASSIFIED IN CLASS 436, SUBCLASS 536. 

VII. Claim 27, drawn to a diagnostic kit for determining infection of a subject by a 
pathogen, classified in CLASS 435, SUBCLASS 7. I . 

VIII. Claim 28, drawn to a process for isolating an antibody immunogenic to a 

PATHOGEN, CLASSIFIED IN CLASS 424, SUBCLASS 280. I . 
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IX. Claims 29 and 30, drawn to a process 

CLASSIFIED IN CLASS 435, SUBCLASS 6. 

X. Claim 3 I , drawn to an immunotherapy a 

5 I 4, SUBCLASS 2. 
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FOR ISOLATING A GENE OR GENE FRAGMENT, 



NST A PATHOGEN, CLASSIFIED IN CLASS 



Restriction is deemed proper because the above methods constitute patentably 

DISTINCT INVENTIONS FOR THE FOLLOWING REASONS: GROUPS I, V, VI, AND VllhX ARE DIRECTED 
TO METHODS THAT RECITE STRUCTURALLY AND FUNCTIONALLY DISTINCT ELEMENTS, ARE NOT 
REQUIRED FOR ONE ANOTHER, AND ACHIEVE DIFFERENT GOALS. IN THE INSTANT CASE, GROUP I 
REQUIRES OBTAINING IMMUNOGENIC EPITOPE SEQUENCES OF A PATHOGEN, WHICH IS NOT 
REQUIRED BY ANY OF THE OTHER GROUPS. GROUP V REQUIRES THE STEP OF ADMINISTERING TO A 
SUBJECT AN EFFECTIVE AMOUNT OF A VACCINE, WHICH IS NOT REQUIRED BY ANY OF THE OTHER 

groups. Group VI requires obtaining an antibody-containing biological sample from 

SAID SUBJECT, WHICH IS NOT REQUIRED BY ANY OF THE OTHER GROUPS. GROUP VIII IS DIRECTED 
TO THE ISOLATION OF AN ANTIBODY, WHICH IS NOT THE GOAL OF THE OTHER GROUPS. GROUP IX 
REQUIRES THE ISOLATION OF A NUCLEIC ACID MOLECULE, WHICH IS NOT REQUIRED BY ANY OF THE 
OTHER GROUPS. GROUP X REQUIRES ADMINISTRATION OF A PEPTIDE OR PROTEIN ENCODED BY A 
PORTION OF A GENE OR GENETIC MATERIAL, WHICH IS NOT REQUIRED BY ANY OF THE OTHER 
GROUPS. 

Restriction is deemed proper because the above inventive groups are directed 
to different products, and these products constitute patentably distinct inventions 

FOR THE FOLLOWING REASONS: GROUPS II, III, IV, AND VII ARE DIRECTED TO PRODUCTS THAT ARE 
DISTINCT BOTH PHYSICALLY AND FUNCTIONALLY, ARE NOT REQUIRED FOR ONE ANOTHER, AND ARE 
THEREFORE PATENTABLY DISTINCT. GROUP III REQUIRES A CONJUGATED LIPID MOIETY, WHICH IS 
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NOT REQUIRED FOR ANY OF THE OTHER GROUPS. GROUP IV REQUIRES A CONJUGATED CARRIER 
PROTEIN MOIETY, WHICH IS NOT REQUIRED FOR ANY OF THE OTHER GROUPS. GROUP VII 
REQUIRES DIRECTIONS FOR EVALUATING AN IMMUNOGENIC RESPONSE OF AN ANTIBODY-CONTAINING 
BIOLOGICAL SAMPLE, WHICH IS NOT REQUIRED FOR ANY OF THE OTHER GROUPS. 

The compositions of Groups IHV and VII, and the methods of Groups I, V, VI, and 

Vlll-X REPRESENT DIFFERENT STATUTORY CLASSES OF INVENTIONS. THESE INVENTIONS ARE 
PATENTABLY DISTINCT FOR THE FOLLOWING REASONS. THE COMPOSITIONS OF SAID GROUPS CAN 
BE USED IN MATERIALLY DIFFERENT PROCESSES (I.E., IN THE THERAPEUTIC METHOD OF CUMM 3 I 
VERSUS THE DIAGNOSTIC METHOD OF CLAIM 26). FURTHERMORE, THE METHODS OF SAID GROUPS 
COULD BE PRACTICED WITH MATERIALLY DIFFERENT COMPOSITIONS (I.E., USING AN INTACT 

pathogen or pathogen extract). 

Because these inventions are distinct for the reasons given above, and 

A. HAVE ACQUIRED A SEPARATE STATUS IN THE ART AS SHOWN BY THEIR DIFFERENT 

classification; 

B. HAVE DIFFERENT AND SEPARATELY BURDENSOME MANUAL AND/OR COMPUTER 
STRUCTURE, NAME, AND BIBLIOGRAPHICAL SEARCHES; AND, 

C. HAVE DIVERGENT SUBJECT MATTER, RESTRICTION FOR EXAMINATION PURPOSES AS 

indicated is proper. 
Applicant is advised that the reply to this requirement to be complete must 
include an election of the invention to be examined even though the requirement be 

TRAVERSED (37 CFR I . I 43). 



Election or Species 
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This application contains claims reciting generic categories that read on a 
plurality of patentably distinct species, For purposes of search, Applicant is 
required to elect a single specific representative species for each of the following 
generic categories: 

a) a pathogen (Groups I, II and V-X) 

B) A PATHOGENIC DISEASE (GROUP V) 

C) A BIOINFORMATICS METHODOLOGY (GROUP I) 

D) A LIPID MOIETY (GROUP III) 

E) A CARRIER PROTEIN MOIETY (GROUP IV) 

Applicant is required under 35 U.S.C. I 21 to elect a single species, even 

THOUGH THIS REQUIREMENT IS TRAVERSED. 

The SPECIES MENTIONED ABOVE HAVE DIFFERENT AND SEPARATELY BURDENSOME MANUAL 

and/or computer structure, name, and bibliographical searches, and have divergent 
subject matter. 

Applicant is advised that a reply to this requirement must include an 
identification of the species that is elected consonant with this requirement, and a 

LISTING OF ALL CLAIMS READABLE THEREON . INCLUDING ANY CLAIMS SUBSEQUENTLY ADDED. AN 
ARGUMENT THAT A CLAIM IS ALLOWABLE OR THAT ALL CLAIMS ARE GENERIC IS CONSIDERED 
NONRESPONSIVE UNLESS ACCOMPANIED BY AN ELECTION. 

Upon the allowance of a generic claim, applicant will be entitled to 
consideration of claims to additional species which are written in dependent form or 
otherwise include all the limitations of an allowed generic claim as provided by 37 
CFR | . | 4 I . If claims are added after the election, applicant must indicate which are 

READABLE UPON THE ELECTED SPECIES. MPEP § 809.02(A). 
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Should applicant traverse on the ground that the species are not patentably 

DISTINCT, APPLICANT SHOULD SUBMIT EVIDENCE OR IDENTIFY SUCH EVIDENCE NOW OF RECORD 
SHOWING THE SPECIES TO BE OBVIOUS VARIANTS OR CLEARLY ADMIT ON THE RECORD THAT THIS IS 
THE CASE. IN EITHER INSTANCE, IF THE EXAMINER FINDS ONE OF THE INVENTIONS UNPATENTABLE 
OVER THE PRIOR ART, THE EVIDENCE OR ADMISSION MAY BE USED IN A REJECTION UNDER 35 
U.S.C. I 03(A) OF THE OTHER INVENTION. 

THE INVENTIONS ARE DISTINCT, EACH FROM THE OTHER BECAUSE OF THE FOLLOWING REASONS: 

Any inquiry CONCERNING THIS COMMUNICATION OR EARLIER COMMUNICATIONS FROM the 
EXAMINER SHOULD BE DIRECTED TO DEVON R BYRD WHOSE TELEPHONE NUMBER IS 703-305- 

O I 59. The examiner can normally be reached on Mon-Fri 8a-5p. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Andrew Wang can be reached on 703-306-23 I 7. The fax 
phone number for the organization where this application or proceeding is assigned 
is 703-308-2742. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is 703- 
308-1 235. 



DB 

December 9, 2003 



